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DETAILED ACTION 

This action is in response to applicant's arguments submitted 8 February 2007. 

Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 29,31 , 33, 34,45,47,49,50 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Forsberg (US 6,807,797) in view of Case (US 4,405,317). 

Forsberg discloses that "A typical dual-chamber syringe and a process for automated 
manufacture of prefilled such syringes is disclosed in Neue Verpackung, No. 3, 1988, p. 
50-52; Drugs Made in Germany, Vol. 30, Pag. 136-140 (1987); Pharm. Ind. 46, Nr. 
10 (1984) p. 1045-1048 and Pharm. Ind. 46, Nr. 3 (1984) p. 317-318. The syringe 
type ampoule is a dual chamber device with a front bottle type opening for needle 
attachment, two pistons and an exterior type by-pass for mixing a lyophilized powder in 
the front chamber with a reconstitution liquid in the rear chamber. The process 
described includes the main steps of washing and siliconizing the syringe barrels, 
insertion of multiple barrels in carrier trays, sterilization, introduction of middle piston 
through barrel rear end, turning the trays upside down, introduction of the powder 
solution through the front opening, lyophilization to dry powder, closure of front opening 
while in the lyophilizing chamber, turning of trays, introduction of the reconstitution 



Application/Control Number: 10/690,987 Page 3 

Art Unit: 3767 

liquid through barrel rear end, insertion of rear piston, removal of products from trays 
and final control and packaging." (Col 2). 

Forsberg only discloses the loading procedure for use with mixing syringes where the 
barrel includes an exterior type by-pass, and therefore does not teach that the chamber 
has no interior structures, or the seal having a flow path formable there through. 
Case teaches a well-known type of mixing syringe assembly having a front solid (18), a 
rear liquid (20), a seal (34) with a flow path (42) formable there through and a barrel 
(12) having no interior structures. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to use the seal and barrel structure of Case with the loading method of 
Forsberg in order to provide a syringe which is loaded without mixing of the two 
compartments and which has an extended shelf life (Col 3 line 23). 
3. Claims 37-39, 41,43 and 44 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Forsberg and Case in view of Odell et al (US 6,263,641). 
Forsberg teaches the structural limitations of the syringe being formed as shown above, 
but does not teach the steps of placing the syringe in an aseptic or low-particulate 
environment. Odell et al teaches a method of making and assembling medical 
containers involving using sterile environments (for Figures 1-4) and placing the 
syringes in a low-particulate environment (when filling the dry component, Col 13 lines 
33-50), then packaging the syringes in sterile packaging (an aseptic environment). 
It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to use the method of assembly of Odell with the device of Forsberg in order 
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to provide a pre-filled syringe which is safe to use and contains uncontaminated 
medicament. 

4. Claims 30 and 40,46 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Forsberg/Case/Odell in view of Geprags (US 4,781,701). 

Forsberg/Case and Odell do not discuss the structure of the front seal used with their 
syringe cartridges. Geprags discloses a front syringe barrel seal with a tapered flow 
path (at 17). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to use the method of assembly of Forsberg/Case/Odell with the seal of 
Geprags in order to provide a secure seal of the front end of the syringe (Abstract). 

5. Claims 32, 34, 35, 36 and 42,48, 45,47,49,50 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Tanaka et al (US 5,716,339). 
Forsberg/Case and Odell do not disclose filling the rear compartment with a wet 
medicament before filling the front chamber. Tanaka teaches filling the rear chamber 
first (Fig 2A) and then filling the front chamber with a dry medication (Fib 2B). It would 
have been obvious to one of ordinary skill in the art at the time the invention was made 
to use the method of Tanaka when filling the syringes in order to prevent mixing of the 
ingredients. 

Response to Arguments 

6. Applicant's arguments filed 4 June 2007 have been fully considered but they are 
not persuasive. Applicant has argued that it would not be obvious to combine Forsberg 
and Case. This is not persuasive because Case is used only to show that it is known in 
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the art to provide reconstituting syringes which have a smooth barrel (12) and a 
breakable seal (34). Forsberg teaches the method of loading a reconstituting syringe. 
The combination of a well-known syringe and seal with a method of loading a syringe is 
believed to be obvious to one of ordinary skill in the art. The "introduction of the middle 
piston" step would simply be replaced with using the piston/breakable seal of Case. 
Regarding claims 45-50, the limitation "having an open mouth configuration with no 
significant narrowing or tapering" is given little patentable weight because the qualifier 
"significant" is arbitrary and has no well defined meaning in the art. The examiner 
believes Forsberg shows no "significant" tapering. See also Tanaka, which shows no 
tapering. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Elizabeth R. MacNeill whose telephone number is (571)- 
272-9970. The examiner can normally be reached on 9:00-5:30 M-F. 
7. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
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shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571) 272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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